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REPLY BRIEF FOR APPELLANTS 

Appellants submit this Reply Brief in response to the Examiner's 
Answer mailed August 2, 2000. 

This brief will respond specifically to the arguments, including new 
arguments, made in the Examiner's Answer, primarily those ^appearing on 
pages 4 and 5. 

1. The Newly-Cited Merck Index Extract 

Is Not a Disclosure of Free Hyaluronic Acid 

The Examiner cites the Merck Index to support his contention that free 
hyaluronic acid is known. This reference had, not been previously cited in 
jthej^ — — 

The cited extract does not support the Examiner's posiFion;~drT~the 
contrary, it supports that of Appellants. The cited extract states that 
"hyaluronic acid" is found in the umbilical cord, in vitreous humor, and in 
synovial fluid. It is well-known in the art, that the x umbilical cord, 
vitreous humor, and synovial fluid contain hyaluronic acid only in the form 
of its sodium salt, namely sodium hyaluronate. 

Thus, it follows that the cited reference uses the term "hyaluronic 
acid" to refer to sodium hyaluronate. In doing so, the reference 



perpetuates the common practice of referring to the sodium salt by using 
the name of the free acid. This imprecise terminology has appeared widely 
in the literature, as described in Appellants'. main brief, and the Merck 
Index is no different from the other references in this regard. 

If the Board has any doubts about the accuracy of the underlined 
sentence above, Appellants offer to submit a further Declaration, giving 
the pertinent factual details. 

Appellants note also that, near the end of the cited extract from the 
Merck Index, various product names appear. All of these products are 
sodium hyaluronate, not free hyaluronic acid, as indicated in the cited 
extract itself. 

Thus, the Merck Index extract is no more a disclosure of free 
hyaluronic acid than any of the other references considered so far in this 
case. 

2. The Disclosure of Schultz Is Enabling Only for 
Sodium Hyaluronate, Not for Free Hyaluronic Acid 

The Examiner's Answer again cites Schultz for its unsupported state- 
ment that free hyaluronic acid could be used instead of the sodium salt. 
Jj^rj^e^laTned" in - the main brief , Schultz admits that allof its data 
were obtained with sodium hyaluronate. Schultz gives no i nf (^matTon~abouF 
how to make, or where to obtain, the free acid. In view of Appellants' 
repeated and unsuccessful attempts to obtain the free acid, it is clear 
that the free acid form was never available to Schultz. 

Thus, Schultz is not an enabling disclosure with respect to free 
hyaluronic acid. 

The Examiner attempts to address Appellants' "medical grade" limita- 
tion by observing that Schultz treated mammals with "hyaluronic acid". But 
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again, Schultz treated mammals only with sodium hvaluronate . No treatments 
with the free acid were ever made. Thus, the Examiner's argument is fatal- 
ly flawed. - - - . . 

3. The "Medical Grade" Limitation is Present 
in the Claims on Appeal 

The Examiner, on page 5, first full paragraph, appears to claim, for 
the first time, that the limitation that the claimed product be of medical 
grade is not in the claims. The Examiner is wrong. 

The claims on appeal contain the explicit limitation that the product 
is "suitable for placement permanently or temporarily in the body". This 
is what is meant by "medical grade". This limitation is an integral part 
of the claims. 

In the same paragraph, the Examiner continues to argue that Appellants 
are asserting a patent based on the process for making the product. Appel- 
lants' have never made this kind of argument. Appellants have shown, by 
specific evidence, that the claimed product is new, not because of the 
method of making it, but because the product did not exist before 
Appellants made their invention. The declarations previously submitted 
jsJiowJhat_""Appey were unable to obtain the product anywhere, despite^ 
repeated and diligent efforts. This inability led to the making "^of~tfie~ 
product which is the present claimed invention. 

4. The Examiner Mischaracterizes Appellants' Declarations 

The Examiner's Answer, on page 5, third full paragraph, characterizes 
Dr. Beavers' declarations as describing the "difficulty" in obtaining the 
free hyaluronic acid. Dr. Beavers did not find it "difficult" to locate 
this product; he found it impossible . This point is the essence of Appel- 
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lants' claim, insofar as the claimed product is not commercially available, 
and, to the knowledge of Appellants, has never been known before. If the 
matter were merely one of "difficulty", there would be no valid claim for 
patentability of the product. 

5. The Examiner's Characterization of Sodium Hyaluronate 
and Hyaluronic Acid as "Similar" is Scientifically 
Unsupportable 

The Examiner, on page 3, fourth paragraph, and also on page 5, last 
paragraph, makes a general statement about the allegedly similar properties 
of sodium hyaluronate and free hyaluronic acid. At best, the Examiner's 
argument is overstatement; it is not a scientifically rigorous conclusion. 

It is not accurate to say that a salt and its free acid are 
equivalents or near equivalents, at least for purposes of their behaviors 
inside the body. For example, solutions of sodium chloride are infused 
intravenously into hospital patients every day. But if the corresponding 
free acid, namely hydrochloric acid, were injected into the blood stream, 
the pH of the blood would be disastrously altered, and death of the patient 
would be the probable result. 

Z__ " Sinn"] j Trl y , sodi urn hyal uronate i s not the same as free hyaluronic acid,, 
and there is no reason to expect that the two substances would behave 
similarly when placed in the body. 

More importantly, the disclosure of sodium hyaluronate is not a dis- 
closure or suggestion of free hyaluronic acid. Persons skilled in the art 
have long had access to sodium hyaluronate, but simply having a quantity of 
sodium hyaluronate does not enable one to make the claimed medical grade 
free acid form. 
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For the reasons given above, and in Appellants' main brief, Appellants 

urge that -the decision of the Examiner be reversed. _. ._ 

Appellants submit three copies of this Reply Brief. 

Respectfully submitted, 



William H. Eilberg, Esq.C/ 
Registration No. 28,009 
420 Old York Road 
Jenkintown. PA 19046 
215-885-4600 

Attorney for Appellants 
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